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CITIZEN PETITION 

Dear Sir or Madam: 

tition is submitted in quadrupli~ate pursuant to 21 CFR 10.30 and in accordance 
regulations of 2 f CFR 3 14.161, requesting the Commissioner of the Food an 

Drug Ad~n~stration to provide a determination whether a listed drug has been voluntarily 
withdrawn for safety or effectiveness reasons, as outlined below. 

a Action Requested 

tioner requests that the Commissioner of the Food and Drug 
tration determine whether PhenerganB ( ydroch~oride 

Injection USP) 25 mg/mL, lO-mL, (NDA No. OS-SS7), by Wyeth La 
a Wyeth-Ayerst Company, has been vo~~nta~ly withdrawn or with 
for safety or efficacy reasons. 

. ~t~te~e~t of Grounds 

The publication, Approves ~~~~ Prcducts with ~h@rape~ti~ ~~~~v~~~~~e 
~v~~~~t~~~~ (the List / Orange Book), identifies drug products approved on the 

asis of safety and effectiveness by the Food and rug Administrat~un ( 
under the Federal Food, Drug, and Cosmetic Act (the Act). The main criterion for 
the inclusion of any product is that the roduct is the subject of an application with 
an effective approval that has not been withdrawn for safety or efficacy reasons. 

Please note, the current edition of the ~‘~~ectron~c Orange o&” (Approves Drug 

lists phen~rgan~ 
azine ~ydrochlo~de e&ion USP) 25 mg/mL, Product 002 (I mL), 

O&-857), by Wyeth boratories Inc., a Wyeth-Ayerst company, in the 
Drug Product List section. Although not currently marketed, the drug product was 
also available in a IO-mL multidose configuration, as evi ed by its jnclusiun in 
the 1973 Physician’s Desk Reference (see attached). B he IO-q&, and I-mL 
configurations have the same duct formulation. The 1 configuration is not 

ted in either the Drug Prod st or Discunti~ued Drug Product List sections of 
Orange Book. 
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of the date of this submission, Phen~rgan~ rometha~ine ~ydru~h~ 
ection USP) 25 mg/mL, lo-ti, (NDA No. 08-85 by Wyeth ~aborato~es 

a Wyeth-Ayerst Company, is not available in the marketplace= Because there is no 
current commercial dist~bution of this drug product, it is requested that the Food 

Drug Administration determine whether Wyeth’s decisi 
nergan~ ~P~orneth~i~e ~ydro~h~or~de Injection TJSP) 25 m 

for reasons of safety or effectiveness. 

A claim for categorical exclusion of the requirements for an environmental 
assessment is made pursuant to 21 CFR 25.31. 

Economic Impact 

Pursuant to 21 CFR 10.30(b), economic impact infu ation is submitted only w 
requested by the Commissioner. This ~~fo~ation wifl be promptly provided~ if so 
requested, 

‘he undersigned certifies that, to the best knowledge an belief of the un 
this petition includes alf ~nfo~at~on and views on which e petition relies, and 
that occludes representative data and information known to t petitioner, which are 
unfavorable to the petition. 

Sincerely, 

~a~lyn A. Friedly 
Director 
Regulatory Affairs 
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tiOnS to bk?Od OF &tWZ%8 id ~8th’lb with b 

known history 4f au& raactioas. 

3n enaphylaxls as an adfun& to epine&ri$ 
and other standard measures a&r the PC& 
symptoms have been controI2ed. 

: For Qther uncomplicrtti aIIergk conditioPr 
I of the immediate type when ord therapy 6, 

impossibh? or contraindicated. 
Active treatment af motion sickness. 
Preoperative, pOSto~~8fiVe 8nd obstetric 

(during labor) sedation. 
PreWntiQn 8nd cont& of nausea 8nd Vomit 
ing, 8ssoci8ted with certain typ%s ofm%btb 
sia and surgery. 
As an adjunct to analgesics for the control CE 
~os~~ara~iva pain. 
For sedation and relief of ap~rebe~e~on atx! 
to produce light sleep from which the paces 
can be easily aromed. 
Intravenously in special surgical situatioar, 
elrch as repeated bronchosmpy, ophthaknic 
surgery, and poor risk patiennls, with r&tced 
amour&s of meperidine as an ac&mct kr aae, 
t,hesia and 8IU&%Si&, 
co~t~8~~di~~i#~~ Phmergsn is contrain& 
cated in iadividualr with a known hyparsea- 
sitivity to the drug. 
The intraarterial injectian of p~rnet~~ 
~ydr~~~~~da is contraindicated. 
~~~~~~ ?%E Md8tiW 8CtiOn Of jX-CXZ3eti: 

zinc hydrochloride ie additive k, the 
eiTec$s afcentral nervous system dep 3 
therefore, agents such as alcohof, barb& 
F&%$ and narcotic andgedcs sho&d eitherk 
eliminated or given in reduced dosage L the 
presence of prsmethazine hydrochloride, 
When given concomitantly with prometh+~ 
zinc hydrochbride Ehs dose of ~~~~~ 
should be reduced by at least atsehalfand thd 
dose of analgesic depresszmts, such as mop 
phine or mepetidine, should be reduced by 
oneqW%.er to anebalf, 
Although the prapcs intravenous 
methazine is w~~~.~~~ra~, care 
exercised not ta albw perivascula 
sath since under such circumstancea &em& 
c8l irritatioa mcry occur. 
When used intravenously, promethaziae hy- 
droehloride should be given in 8 #ncen&s. 

ther 2% mg. or 50 mg. promethazine hydra- 
chloride with 0.1 msp. d~sod~~m edetate. 0.04 
mg. a&Am chlorid; and not more thak 0.25 
mg. a&urn metabisulfite and 5 mg. phenol 
with sadium aceWe buffer. 
trrllcati5ne: The h@ctable farm of prometh- 
aziae h~~~h~o~de is indicated for the Ibl- 

tion no greater thaa %mg. per cc. and 38’ 
rate not to exceed 23 rng. ner mini& 
n&e under Dosage and A~~~%trati5~~. . 
Precautions: Ambulatory pa tie& should L 
cautioned against driving e~#mob~~es or ep 
er&ng dangerous machinery unti;il it is 
known that they do not &come drowsy or 
dizzy from ~rornet~a~~ne hydr~h~o~de ther- 
aw. 
ARtiemeties may mask the symptom8 of %p 
unrecognized disease and thereby interfere 
with diagnosis. 
Patienta ira pain who have received inada 
quake or no ana&&a have been noted to de 
W&D “sthetoid-Iike” movements of the us 
per ktremities following the parenterd e& 

ministration of promdiazin45 These synp 

tome ueualIy disappear upon adequate cop 
trol of the pain. 
Adverse Reactiona: Patients may occasim. 
ally complein ofau~n~mic reactions such sa 
dryness of the mouth, blurring of vision and, 
rarely, dizziness. 
Very rare casea have been reported whers 
patients receiving promethazine have de& 
aped Ieukopenia. In one in&ance 8g’ram.d~~ 
tosis has been reported. In nearly every ia. 
stance reported other toxic agen& known to 
have caused these conditions have been 
ciabd with the administration of ptometha-. 
zinc. 



suicides with ~rometbazj~e have 
deea sedation, 

existing circum 

on of prometha~~~e hydra- 

Sickness: The average ad&t dose for 
the a&ke treatment of motion sickness is 25 
mg. when orax Mfi!C&XieiOn cannot be tolerat- 
sd, the da843 should be given intravenously 0~ 
htramuaedarly. 12.5 ta 25 mg. doses may be 
repeated as necessary at four to six hmr in- 
k#aki. 
Naust~ and Vomlthg: The average effective 
dose of Phenergan for the active therapy of 
aauaea and vomiting associated with certain 
types af anesthesia and surgery is 25 mg. 
When oral medication cannot be tderated. 
the dose should be given ~n~ave~ousIy or in: 
tramuscuiarly. 12.5 TV 25 mg. doses may be 
repeated as necessrtry at four to six hour in- 
tervals. 
Fozoi pmphylaxis of nau&ea and vomiting, as 
during surgery and the postoperatjve period, 
the average dose is 25 mg. repeated at four to 
dx hour intervals as necessary. 
For mausea and vomiting in children the dose 
shauld be a&steed to the age and weight of 
the patient and the severity of the condition 
being treated. 
Sadstion: This product relieves apprehension 
and induces a quiet sleep from which the pa- 
tient.can be easily aroused. Administration of 
12.6 to 26 mg. Phenergan at bedtime urill pro- 
vide sedation in children. Adults usuaRy re- 
quire 26 to M) mg. for nighttime, presurgical 
or obatetticaal sedation. 
Pm and Post Operative Use: Phenergan in 
E2.6 to 25 mg. doses for children and 50 mg. 
dams for ad&a the night before surgery re- 
lieves ap~reh~~~o~ and produces a qzliet 
&?%p. 
Far preoperative medicsti~n, children re- 
qulnr doses of 0.6 mg; per pound of bcdy 
weight in combination with an equal dose of 

donna alkaloid. 




